The article deals with the intersection between competition law rules on abuse of a dominant position and switching strategies employed by pharmaceutical originator companies.
Introduction
In analysing medicines that for the first time faced generic competition during the years 2000-2007, the European Commission found that generics became available in the market at 1 Dr. Jur. Professor of Law, Uppsala University, Faculty of Law, Sweden. bengt.domeij@jur.uu.se a cost that was about 25% lower than the price charged by originator companies before loss of exclusivity. Prices of generic medicines continued to fall thereafter and two years after generic entry the prices were on average 40% below the price charged by the originator company at the end of exclusivity. Due to competition from generics the average prices went done also for originator companies. 2 The threats of reduced volumes and prices after generic entry have naturally spurned counter measures by originator companies. These tactics are sometimes referred to as lifecycle strategies or, perhaps more derogatory, as ever-greening or product hopping. The intent is to extend the privileged position enjoyed during exclusivity, if not for-ever, at least for some months beyond the patent, supplementary protection certificate or data exclusivity period. I will in this article concentrate on one of these strategies, namely originator companies trying to switch patients from medicines facing imminent loss of exclusivity, to a so-called second generation or follow-on, medicine. The findings in the EU Commission sector inquiry suggested that originator companies launched follow-on medicines and tried to switch patients in relation to 40% of medicines losing protection. Presumably, the more valuable a product is when exclusivity expires, the more likely switching-tactics are. Thus, switching is an important feature of the pharmaceutical landscape.
Switching commonly entails changing from one means of administering a drug (e.g., tablet) to another (e.g., capsule). Another type involves selecting molecule parts (known as "moieties") by adding or removing compounds. A third is a combination of two or more active compounds that had previously been marketed separately.
3 These modifications may have therapeutic advantages, but they are rarely significant. In the sector inquiry, the EU Commission held that a common complaint from other actors than originator companies (generic companies and consumer organizations), were that follow-on products sometimes could be questions because they lacked or had only minor therapeutic advantages over the first generation. It is concluded in the sector inquiry that: "In the course of the sector inquiry generic companies and consumer associations sometimes questioned the actual improvement of certain categories of changes, in particular with respect to their therapeutic benefits." Communication, Executive Summary of the Pharmaceutical Sector Inquiry Report at 14, available at http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/communication_en.pdf, last accessed 15. 4.2012. generic defense is clear: to prevent the substitution of the branded product by generics on patent expiry."
6 If switching is successful, the probability decreases significantly that generics after patent expiry for the first generation will gain a significant share of the market.
On average, the launch of the follow-on product takes place one year and five months before loss of exclusivity for the first generation medicine. 7 From launch and until expiry of exclusivity for the first generation, originator companies undertake intensive marketing efforts with the aim of migrating a substantial number of patients to the new medicine.
8 Doctors are at this time presented with a choice between two branded products, usually offered at the same price (sometimes even with a slightly lower price for the new product) and often with an uncontested message that the new product is better. development, just as any other company would be when introducing a new version of a product as the old one becomes uncompetitive.
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This chapter is structured with a first section dealing with a switching scenario in which the originator company redraws a marketing authorisation for the first generation product.
This has been found to violate article 102 TFEU in the AstraZeneca-case. Secondly, rules on generic substitution in pharmacies in Sweden are described as an example. A discussion of this subject-matter is necessary to gain an understanding of why there after a certain point in time will be no marketing of the first generation product or of any introduced generic versions of it, but only marketing of the patented follow-on product. Thirdly, I focus on the marketing of the follow-on product and assess it under article 102 TFEU.
2
Withdrawal of marketing authorization for the first generation product
The EU Commission explained in the sector inquiry that it does not consider the introduction of an improved version of a medicine a competitive problem. provides that a 'generic medicinal product' shall mean a medicinal product which has the same qualitative and quantitative composition in active substances and the same pharmaceutical form as the reference medicinal product, and whose bioequivalence with the reference medicinal product has been demonstrated by appropriate bioavailability studies [The amount of drug that finally reaches the site of action is known as the bioavailability, directly impacting on the effectiveness and tolerability of a drug. For a generic medicine to be considered bioequivalent, the European Medicines Agency (EMEA) requires that the bioavailability lies between 80% and 125% of the original branded medicine]. The different salts, esters, ethers, isomers, mixtures of isomers, complexes or derivatives of an active substance shall be considered to be the same active substance, unless they differ significantly in properties with regard to safety and/or efficacy. In such cases, additional information providing proof of the safety and/or efficacy of the various salts, esters or derivatives of an authorised active substance must be supplied by the applicant. The various immediate-release oral pharmaceutical forms shall be authorisation is exempted from the requirement to prove safety and efficacy through preclinical tests and clinical trials, and the competent medicinal authority relies on proof of safety and efficacy provided by the reference product. Using the reference product's dossier in an abridged application for marketing authorization, will save time and money for generic entrants. Under the old wording of the legislation on marketing authorisation -Directive 2001/83 on the Community code relation to medicinal products for human use 13 -a generic entrant could only benefit from the abridged procedure if the reference product was still on the market (or at least its marketing authorisation was still upheld). However, in 2005 the directive was amended, to the effect that a marketing authorization survives the discontinuation of the originator product for three years.
Under the old rules, in the 1990s, AstraZeneca withdrew the marketing authorization in Denmark, Norway and Sweden for the original Losec product (in capsule form) as it was replaced by the second generation Losec MUPS product (tablet dispersible in water) which was benefitting from additional patent protection. The EU General Court found in case T-321/05 on 1 July 2010 that the selective withdrawal of marketing authorisations was an abuse of a dominant position (the "second abuse" in the case). 14 AstraZeneca argued in the General
Court that it had no longer any commercial interest in selling Losec capsules, and therefore there was an objective justification to withdraw the marketing authorization. However, the Court held that the deregistrations were "not based on the legitimate protection of an investment designed to contribute to competition on the merits" (paragraph 812). Moreover, the General Court held that a dominant undertaking cannot use regulatory procedure so as to prevent market entry or make entry more difficult for competitors. Any such use of regulatory procedures must be related to competition on the merits by the dominant undertaking or otherwise be supported by objective justification, in order not to be an abuse.
As mentioned the rules on abridged applications for generics have been amended. It is no longer enough to withdraw marketing authorization to prevent generic entry. In article 10 of directive 2001/83 it is provided that an applicant for marketing authorization shall not be required to provide the results of pre-clinical tests and of clinical trials if the applicant can demonstrate that the medicinal product is a generic of a reference medicinal product which is considered to be one and the same pharmaceutical form. Bioavailability studies need not be required of the applicant if he can demonstrate that the generic medicinal product meets the relevant criteria as defined in the appropriate detailed guidelines." or has been authorised for not less than eight years in a Member State or in the Community. Furthermore, with the amendments introduced by directive 2004/27 it is now provided in article 24, paragraph 4, of directive 2001/83 that any authorisation which within three years of its granting is not followed by the actual placing on the market of the authorised product in the authorizing Member State shall cease to be valid. A marketing authorization survives the discontinuation of the originator product for three years. Presumably this window is enough for generic companies to file an abridged application. This particular part of a switching strategy -abandoning a market authorisation -seems to have been made ineffective by amendments to EU legislation.
Generic substitution in pharmacies
The inability to prevent generic entry by withdrawal of a marketing authorisation, makes it only more important to switch patients to the second generation. Any patients not switched
by the originator will due to rules on generic substitution in pharmacies automatically be supplied with the cheapest available generic. This situation is the result of an increasing political trend in recent years to promote the use of generic drugs. Borttaget: ed have the same active pharmacological substance and also the same strength and a comparable package size.
18 Pharmacy personnel are in these cases obliged to offer the patient the cheapest available substitutable drug according to the SMPA's list. 19 Physicians can restrict substitution, though, for medical reasons. A patient can also oppose substitution and retain a more expensive product, given that he or she pays the price difference between the prescribed and the cheapest (reimbursed) product out of pocket. The system is designed to guarantee that only the generic offered at the lowest price garner any sales. Price competition among generics and with the first generation product from the originator, is very intense because manufacturers can continuously update the price they ask for their substitutable products and the SMPA will amend their lists accordingly. The whole market for an off-patent medicament will be satisfied by the cheapest generic, except for a small number of cases where substitution is restricted.
The purpose of generic substitution is to cancel out certain prescribing habits of physicians. Doctors in most countries are subject to a vast array of drug promotion, which includes so called detailing (sales calls to doctor's offices), direct mailings, free drug samples, medical journal advertising and sponsored continuing medical education programs.
Personal contacts with physicians have perhaps been the most important component in pharmaceuticals sales. 20 The purpose of pharmaceutical marketing has been to install a brand-name recall in physicians. Generic substitution counters this at a different level of the distribution chain (at the pharmacies). Effects of trade marks on off-patent pharmaceuticals are taken out of the competitive equation.
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One study completed after the introduction in Sweden of generic substitution has indicated a degree of success. 22 The research showed a proportionally larger increase in the volumes of dispensed substitutable (off-patent) pharmaceuticals, compared with nonsubstitutable (on-patents) pharmaceuticals, after the introduction of generic substitution. This was interpreted as evidence that physicians were aware of the system of substitution and therefore the price reduction available for substitutable pharmaceuticals. This is, however, far from conclusive evidence of the social value of generic substitution at pharmacies. Perhaps total spending could have been reduced further if prices for generics were not the only policy focus. Switching facilitated by generic substitution Rules on generic substitution in pharmacies obviously lead to increased price competition for a first generation product, but I will try to furnish an explanation as to why this will have an important an unintended adverse effect: it will shield a follow-on product from effective competition. As with medicines, the adverse effects may make the beneficial effects not worth having. In the following section, I will then provide some tentative suggestions regarding article 102 TFEU and switching strategies. I will argue that some forms of marketing by originator companies of their second generation product, are abuses of a dominant position.
It has already been said that in a switching strategy the originator will before patent expiry for the original product introduce a follow on product. It has been claimed that projected sales for the follow-on product in the first three years after generic entry is nearly three times higher in this case, than if the reformulation (e.g. replacing a twice-daily version with one taken once a day) occurred only after generic entry. 23 The commercial significance of this is evident from the fact that generic entry will, at least in a few years, capture most if not all of the market for the first generation product. Substantial profits can only realistically be derived from the follow-on product.
An integral and important part of a switching strategy is intense marketing of the second generation product during the final phase of the exclusivity for the first generation product. Marketing is, of course, not normally anti-competitive. 24 It may be a problem, though, if significant marketing of the first generation product is not maintained. It will mean that consumers and physicians may be unable to discover the relative value of the products.
When marketing of the second generation product is ramped up, the first generation will in a short time frame drastically fall in price. But physicians and patients are unlikely to understand this pending market change. Nor will they after generic entry decide to switch 23 Pharmaceutical Sector Inquiry, (supra n. 7,) at 6.
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Advertisement may e.g. be socially efficient if advertisement spending is less than the costs reductions that will be available to buyers when they can reduce their search costs and still find the best back. Patients will stay on the second generation prescription, partly because rules on generic substitution lead to a lack of marketing of the first generation, partly because doctors are generally hesitant to change what is a tolerated medicament.
Generics will not be marketed because after exclusivity and as generic substitution kicks in, any prescriptions of the first generation product or any specific generic automatically result in sales of the cheapest available generic. Marketing of the first generation product will become ineffective and therefore come to a halt some time before the end of the exclusivity. 25 As the second generation is introduced marketing efforts by the originator will have shifted. In fact, the originator will often highlight the advantages of the new product compared to the old. 26 The generic companies, on their side, have small or no incentives to invest in marketing. There sole mode of competition is price, because any medically equivalent branded or generic medicine will be substituted by the pharmacist to the cheapest product available in the SMPA list. Thus, after launch of the second generation product, no sales representatives or any other form of marketing efforts will be dedicated to the first generation product. This leads to doctors receiving "an entirely one-sided presentation" of the relative merits of the products. 27 It has been concluded that: 2012-3-28.pdf, last accessed 15.4.2012 this is probably partly due to successful switching strategies and the weak competition between generics and second generation medicines. Lack of competition between generics and second generation products is of course not peculiar to Sweden, but has been deemed one of the most concerning issues in the patent-antitrust intersection today.
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The Swedish legislator appears to have assumed that the risks inherent in switching to follow-on medicines with marginal therapeutical advantages, could be handled by the negotiations that must take place between an originator company and the SMPA. The SMPA should only accept proposed prices after a comprehensive analysis of the pharmaceutical's therapeutic benefits, whereby consideration is also given to a comparison with available older products. A small therapeutic benefit should only allow a small price increase over existing therapies. However, this is a regulatory process infused by uncertainties and with potential for gaming of the process. The stakes are high for the originator company and there is never a clear answer to the therapeutic value of a follow-on product. It may I believe, be too much to ask of the SMPA that they will be able to set a price that truly reflects the sometimes marginal improvements of a follow-on product compared to the first generation product.
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This type of dynamic competition is typically better handled by a well-functioning market than by a regulator, which brings us back to the realm of competition law.
Tentative solution under article 102 TFEU
It is beyond the scope of this article to provide anything but some tentative suggestions concerning ways to address switching under competition law. A starting point will be that it may not be enough merely to hold that switching strategies are unlawful when dominant manufacturers withdraw the marketing authorization for the original product, as the General Court held in the AstraZeneca case: Communication, Executive Summary of the Pharmaceutical Sector Inquiry Report, (supra n. 4), at 14-15, in which the EU Commission held that: "Stakeholders and in particular originator companies, also complained about the uncertainty of prices/reward when developing new medicines. The duplication of national assessments that try to establish the 'added value' of the new medicine over and above existing medicines was specifically mentioned. There is general interest in cross-border collaboration on scientific aspects of added value assessments. In this respect the Commission points to the fact that the duplication of the scientific assessments in the Member States results in additional costs, which are ultimately borne by the consumers/tax payers. Also there is a risk of contradicting decisions on essentially the same questions. Moreover, at this stage smaller Member States do not always have the means for the scientific assessments and thus do not benefit from the possibilities available to larger Member States." "In the present case, there is no reason to reproach AZ either for launching Losec MUPS or for withdrawing Losec capsules from the market, since those acts were not such as to raise the legal barriers to entry complained of by the Commission that were capable of delaying or preventing the introduction of generic products and parallel imports. By contrast, the deregistration of the Losec capsule marketing authorisations cannot be regarded as within the scope of competition on the merits."
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This holding in the AstraZeneca case -that the only questionable tactic is the withdrawal of the marketing authorisation for the first generation -is not fully supportable from the perspective of either economics or law. The General Court simply assumed that the launch of Losec MUPS provided a new alternative and therefore did not raise legal barriers to entry. Of course, the law seeks to foster innovation and any claim that an introduction of a new product is anticompetitive should be met with a great deal of skepticism. However, it is too simplistic to assume that "launch" of a new product merely entails passively making the product available for consumers. In almost all cases marketing is necessary and competition law scrutiny could be focused on this, rather than on the originator's technical product development. Even a small modicum of product improvement is beneficial for someone, but marketing is, from a competition and economic perspective, a more ambivalent practice and an easier target for scrutiny. 35 True, marketing is of course fully legitimate for a dominant firm launching a new product. Under article 102 TFEU, marketing of a second generation product can therefore not in and by itself be an abuse. I will argue, though, that certain specific and well-defined marketing efforts abuse a dominant position in the special context of the pharmaceutical field. The marketing will prevent the up-take of generics and constitute deviations from competition on the merits.
For a host of reasons, it is evidently important with high standards concerning marketing of pharmaceuticals, but from a competition perspective this is especially true in the time-span between the launch of the follow-on product and the loss of exclusivity for the first generation medicine (typically a period one year and five months harsh to generally ban marketing of the second generation product even in this crucial time span. The reason being that there is no point for an originator to try to develop a new product, if it cannot effectively be brought to the attention of buyers. One could, though, reasonably deem it abusive of a dominant position to negatively compare the first generation product with the second generation product in this period. A dominant firm's price or quality comparisons between its first and second generation pharmaceutical in a marketing context should, I believe, be deemed abusive as long as the first generation product is still benefitting from exclusivity.
In effect, negative statements concerning the first generation product are in this period statements directed at soon to be launched generic products. It is not obvious, but in the switching window any marketing messages formally directed at the first generation product are in practice concerned with competitors' future generic products. This is a direct consequence of the rules on generic substitution and discrediting statements concerning competitors' products are normally not allowed under EU marketing law. 37 The risks that consumers will be misled are too high. In this particular time period, patients and doctors will not be able to fully evaluate promoted medical benefits of the second generation, taking into account the drastic drop in price that is about to occur for the first generation product.
Negative statements are likely to mislead about the relative value of the soon to be launched generics, due to generic companies inability to respond. During exclusivity generics may not legally be marketed due to the patent on the first generation product. After patent expiry generics cannot realistically be market for economic consequences flowing from the rules on generic substitution.
Another rationale for not accepting negative statements concerning the first generation product as competition on the merits, is that resulting patient migration is not profit maximizing for the originator absent the competitive changes that will arise in the near future for the first and second generation products. When the comparative advertisement is made the second generation product is normally no more profitable than the first generation product for the originator. The marketing is only profit-maximizing because switched patients will after migration be mostly captured, i.e. not exposed to pending generic competition. They are locked in due to a lack of marketing funds for generics and rigidities in physicians prescribing practices. If a profit-maximizing firm engages in conduct that would not be economically rational (i.e. increase overall profits) absent a reduction in competition, then it can be inferred that the firm was aware of and motivated to achieve that anticompetitive effect. 38 Negative messages in general about the first generation product and comparisons with the second generation product in particular, are not profit-maximizing for the originator in the short time frame, but will be when competition develops differently in the near future for the first and second generation products. In Hoffmann-LaRoche the ECJ held that by prohibiting the abuse of a dominant position, Article 102 TFEU covers not only abuse which may directly prejudice consumers, but also abuse which indirectly prejudices them by impairing the effective competitive structure. 39 This statement has been endorsed in several subsequent judgments. 40 Switching will do just that. Under the Hoffman-LaRoche standard a dominant firm may also not take advantage of its position to prevent the growth of new competition. Again, negative statements concerning its own first generation product are designed to delay the future increase of generic sales.
In the telecommunication field, the Commission has deemed it to be abusive to make random changes of primary product specifications that render secondary products of competitors useless or give the producer of the primary product a significant head start on the secondary product market. In the case in question a company operating a navigation radio network abused its dominant position for the secondary products, radio receivers for shipping, when it randomly changes the radio signals sent from the land-based stations operated by the dominant company. 41 The company also made unjustified claims that the changes in frequencies amounted to technical improvements, when in reality they were merely intended to make life more difficult for manufacturers of competing radio receivers.
The parallel could be that a dominant company is allowed to modify its product, even when the modifications amount to no significant improvement (change of frequency or chemical composition), but it may not use the particular modification procedures for gaining a competitive advantage, such as a head-start.
It must be added that, of course, marketing in ordinary circumstance is overwhelmingly pro-competitive. Any conclusion that the marketing is anti-competitive must not be taken of substance to promote (otherwise the brand quickly becomes worthless and expenditure on the brand is lost).
42 But efforts discouraging sales of the originator's old pharmaceutical products is, I believe, a special case, arising not mainly because of substantive product developments but due to two visible and upcoming regulatory events: patent expiry and generic substitution. It is not common commercial practice, e.g. by car or IT manufacturers, to actively discourage sales of an older version, at least not as long as the old version is just as profitable as the new version. Originator companies are, of course, fully aware of the chain of event that will be set in motion by patent expiry and rules on generic substitution.
Competition law cannot fulfil its function properly if it is blind to the fact that in special cases marketing may have anti-competitive effects.
Conclusions
This article has described switching strategies employed by pharmaceutical originator companies and tried to analyse what, if any, activities beyond the withdrawal of a marketing authorization (identified as anti-competitive in the AstraZeneca-case), may be abuses of a dominant position under article 102 TFEU. The focus has been on marketing due to its importance and the glaring differences between generic companies and originators in this respect. The conclusion reached is that marketing is, of course, pro-competitive in most cases, but due to the special regulatory context in the pharmaceutical industry, it may be necessary to evaluate marketing differently. Marketing by an originator company can be used to salvage customer groups from falling into up-coming generic competition. Still, dynamic, Schumpeterian, competition is probably too important for a ban on all marketing of a second generation product during the last phase of patent protection for a first generation product.
Only a practice of casting the qualities of the first generation product in a bad light is, I
believe, an abuse by a dominant firm. It is in effect discrediting a competitor's upcoming product, something usually not allowed for any company and a dominant firm has a special responsibility under article 102 TFEU not to impair competition.
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See empirical findings to this effect in Demsetz,H, 'The Effect of Consumer Experience on Brand Loyalty and the Structure of Market Demand, 'Econometrica 30:1 at 22 (1962) .
